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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 28 December 2005 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11 , 453 O.G. 213. 

Disposition of Claims 

4) K Claim(s) 1-9,11 and 12 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-9,11 and 12 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f), 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Status of Application/Amendment/Claims 
Applicant's response filed 12/28/205 has been considered. Rejections and/or objections 

not reiterated from the previous office action mailed 05/03/2005 are hereby withdrawn. The 

following rejections and/or objections are either newly applied or are reiterated and are the only 

rejections and/or objections presently applied to the instant application. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 

in a prior Office action. 

With entry of the amendment filed on 12/28/2005, claims 1-9 and newly added claims 

1 1-12 are currently under examination in the instant application. Applicant has canceled claim 

10. 

Applicant's arguments with respect to claims 1-9 have been considered but are moot in 
view of the new ground(s) of rejection. 

Double Patenting 

Applicant has requested the rejection be held in abeyance until allowable matter is 
indicated in a least one of the cases. 

Therefore, the rejection of claims 1-9 under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claiml-2, 4-10 and 15 of 
copending Application No. 10/633,843 is maintained for the reason of record. 
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Information Disclosure Statement 
It was noted that reference AP was not initialed on sheet 4 of 4 in the PTO-1449 filed 
05/03/2005. The reference has been considered and the PTO-1449 is initialed and placed in the 
file. 

New Rejections 
Claim Rejections - 35 (JSC § 102 or 35 (JSC §103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the dale of application lor patent in the United States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject mutter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-7 and 11 are rejected under 35 U.S.C. 102(b) or 35 U.S.C. 103(a) as being 
anticipated by or obvious over Stinchcomb et al. (Patent No: 6,194,150). 

The instant claims are drawn to a compound 8 to 50 nucleobases in length targeted to the 
nucleobases 436-477 of a nucleic acid molecule (SEQ ID NO: 3) encoding human superoxide 
dismutase 1, soluble wherein the compound specifically hybridizes with and inhibits expression 
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of human superoxide dismutase 1 and wherein the compound is an antisense compound, wherein 
the antisense oligonucleotide comprises a modified phosphorothioate linkage, a 2'-0- 
methoxyethyl sugar moiety or a modified nucleobase. 

Stinchcomb et al. teach a compound, 15 nucleobases in length (SEQ ID NO: 2103) 
targeted to nucleobases 43 1-442 of the instant nucleic acid molecule (SEQ ED NO: 3) encoding 
human superoxide dismutase 1, soluble (see attachment of sequence alignment). Stinchcomb et 
al. teach antisense oligonucleotide comprises a 2'-0-methoxyethyl sugar moiety (see column 11, 
lines 35-40) and further comprises base modifications (column 9, lines 40-64 and claim 20) or 
phosphorothioate linkages (see claim 22). The nucleic acid sequence taught by Stinchcomb et al. 
meets the structural limitation of claims 1-7 and 1 1 of the instant application and would be 
expected to specifically hybridize to a nucleic acid encoding of human superoxide dismutase 1, 
soluble. Furthermore, since the prior art antisense compound meets all the structural limitations 
of the claims, the prior art antisense would then be considered to "inhibit expression" of the gene 
as claimed, absent evidence to the contrary. See, for example, MPEP 2112, which states 
"[w]here applicant claims a composit ion in terms of a function, property or characteristic and the 
composition of the prior art is the same as that of the claim but the function is not explicitly 
disclosed by the reference, the examiner may make a rejection under both 35 U.S.C. 102 and 
103, expressed as a 102/103 rejection. "There is nothing inconsistent in concurrent rejections for 
obviousness under 35 U.S.C. 103 and for anticipation under 35 U.S.C. 102." In re Best, 562 F.2d 
1252, 1255 n.4, 195 USPQ 430, 433 n.4 (CCPA 1977). This same rationale should also apply to 
product, apparatus, and process claims claimed in terms of function, property or characteristic. 
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Therefore, a 35 U.S.C. 102/103 rejection is appropriate for these types of claims as well as for 
composition claims. 

Thus, the instant claims are anticipated or obvious over Stinchcomb et al. 

Claim 12 is rejected under 35 U.S.C. 102(b) or 35 U.S.C. 103(a) as being anticipated by 
or obvious over Chenchik et al. (Patent No: 6,352,829). 

The instant claims are drawn to a compound 8 to 50 nucleobases in length targeted to the 
nucleobases 452-471 of a nucleic acid molecule (SEQ ID NO: 3) encoding human superoxide 
dismutase 1, soluble wherein the compound specifically hybridizes with and inhibits expression 
of human superoxide dismutase 1, soluble. 

Chenchik et al. teach a compound, 40 nucleobases in length (SEQ ID NO: 2103) targeted 
to nucleobases 464-503 of the instant nucleic acid molecule (SEQ ID NO: 3) encoding human 
superoxide dismutase 1, soluble (see attachment of sequence alignment). The nucleic acid 
sequence taught by Chenchik et al. meets the structural limitation of claim 12 of the instant 
application and would be expected to specifically hybridize to a nucleic acid encoding of human 
superoxide dismutase 1, soluble. Furthermore, since the prior art antisense compound meets all 
the structural limitations of the claims, the prior art antisense would then be considered to 
"inhibit expression" of the gene as claimed, absent evidence to the contrary. See, for example, 
MPEP 21 12, which states "[wjhere applicant claims a composition in terms of a function, 
property or characteristic and the composition of the prior ait is the same as that of the claim but 
the function is not explicitly disclosed by the reference, the examiner may make a rejection under 
both 35 U.S.C. 102 and 103, expressed as a 102/103 rejection. "There is nothing inconsistent in 
concurrent rejections for obviousness under 35 U.S.C. 103 and for anticipation under 35 U.S.C. 
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102."//? re Best, 562 F.2d 1252, 1255 n.4, 195 USPQ 430, 433 n.4 (CCPA 1977). This same 
rationale should also apply to product, apparatus, and process claims claimed in terms of 
function, property or characteristic. Therefore, a 35 U.S.C. 102/103 rejection is appropriate for 
these types of claims as well as for composition claims. 

Thus, the instant claim is anticipated or obvious over Chenchik et al. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived 
by the manner in which the invention was made. 

Claims 1-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Stinchcomb et 
al. (Patent No: 6,194,150), in view of Baracchini (U.S. Patent NO: 5,80,1154) and in farther 
view of Bennett et al. (U.S. Patent NO: 6,077,833). 

The instant claims are drawn to a compound 8 to 50 nucleobases in length targeted to the 
nucleobases 436-477 of a nucleic acid molecule (SEQ ID NO: 3) encoding human superoxide 
dismutase 1, soluble wherein the compound specifically hybridizes with and inhibits expression 
of human superoxide dismutase 1 and wherein the compound is an antisense compound, wherein 
the antisense oligonucleotide comprises a modified phosphorothioate linkage, a 2'-0- 
methoxyethyl sugar moiety or a modified nucleobase (i.e. 5-methylcytosine) or chimeras. 
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Stinchcomb et al. is relied upon for the reasons stated above. Stinchcomb et al. do not 
teach antisense sequences comprising 5-methylcytosine nucleobase modifications or chimeras. 

Baracchini et al. teach that antisense oligonucleotides can be used for research purposes, 
and also teach that preferred antisense oligonucleotides are modified in their nucleobase 
composition (col. 6). Baracchini teaches that such modifications are desirable in antisense oligos 
because these modifications have desirable properties such as enhanced cellular uptake, 
enhanced affinity for nucleic acid targets and increased stability in the presence of nucleases. 
Baracchini et al provide specific embodiments of such modifications at columns 6-8 and in 
Example 1 . These specific examples taught by Baracchini et al include the presently claimed 5- 
methylcytosine and chimeric oligonucleotides. Tables 1-4 show the successful design and use of 
modified oligonucleotides in cells in culture. Table 1 exemplifies the successful practice of 
general antisense design taught at columns 8-10. Baracchini et al. also teaches at column 8 that 
antisense oligonucleotides are preferably 8 to 30 nucleotides and that it is more preferable to 
make antisense oligonucleotides that are 12 to 25 nucleotides in length. Baracchini is considered 
to comprise a detailed blueprint for how to make and use inhibitory antisense oligos to target any 
known gene. 

The teachings of Bennett et al. are considered to parallel those of Baracchini et al 
Bennett et al. teaches general antisense targeting guidelines at columns 3-4. Bennett teaches, in 
column 5, for example, that antisense compounds are commonly used as research reagents and 
diagnostics. Bennett et al. also teach one of ordinary skill to modify nucleobases in antisense 
oligonucleotides, including the teaching of 5-methylcytosine (col. 8-9), and also to use chimeric 
antisense oligonucleotides (col. 9-10). Bennett et al. teach that the above modifications are 
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known in the art to provide beneficial attributes to antisense oligonucleotides such as increased 
hybridization and nuclease protection, for example. Table 1 teaches the successful targeting of 
those regions taught in columns 3-4 with chimeric phosphorothioate oligonucleotides. Thus, 
Bennett et al. is also considered to comprise a detailed blueprint for how to make and use 
inhibitory antisense oligos to target any known gene. 

It would have been obvious to one of ordinary skill in the art to incorporate modifications 
as taught by Baracchini et al. and Bennett et al. into said antisense compounds, as taught by 
Huang et al. 

One would have been motivated to create such compounds because Stinchcomb et al. 
expressly teach an antisense compound targeted human superoxide dismutase 1, soluble 
(applicants' SEQ ID NO: 3). One would have been motivated to modify said antisense 
compounds as taught by Baracchini et al. and Bennett et al., because both teach that such 
modifications increase an antisense compound's cellular uptake, target affinity and resistance to 
degradation. Further, one would have been motivated to create and modify such compounds 
because Bennett et al. teach antisense compounds that specifically target a desired gene can be 
used to elucidate the function of the particular gene. 

Finally, one would have a reasonable expectation of success because Baracchini et al. and 
Bennett et al. both teach making modified antisense compounds targeted to distinct regions of a 
target gene, the steps of which are routine to one of ordinary skill in the art. 

Thus in the absence of evidence to the contrary, the invention as a whole would have 
been prima facie obvious to one of ordinary skill in the art at the time the invention was made. 
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Conclusion 



Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kimberly Chong whose telephone number is 571-272-31 11. The 
examiner can normally be reached Monday thru Friday between 7-4 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang can be reached at 571-272-081 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned- images of their own application file folder(s) as well as 
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general patent information available to the public. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786- 

9199. 



Kimberly Chong 
Examiner 
Art Unit 1635 
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